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DETAILED ACTION 

Priority 

1 . Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 1 9(e) 
or under 35 U.S. C. 120, 121 , or 365(c) is acknowledged. Applicant has not complied 
with one or more conditions for receiving the benefit of an earlier filing date under 35 
U.S.C. 1 19(e) as follows: Provisional Application 60/410,282 was filed more that 12 
months prior to the filing of the present application. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 20 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

With respect to claim 20 

This claim recites means for plus function language. This language invokes the 
rebuttable presumption that applicant seeks treatment under 35 U.S.C. 112, sixth 
paragraph. Such treatment requires that applicant clearly identify particular 
structures or steps within the disclosure as the means for or steps for that 
applicant intends to claim (see MPEP § 2181). No such clear identification has 
been found, rendering the claim indefinite. For the purposes of examination 
below, it is assumed that applicant did not intend to invoke treatment under 35 
U.S.C. 112, sixth paragraph. Applicant is advised to explicitly rebut the 
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presumption that 35 U.S.C. 112, sixth paragraph treatment has been invoked, 
amend the claims to remove the invoking language, or point out language in the 
disclosure that clearly identifies the particular structures or steps applicant 
intends to claim. 

Claim Rejections - 35 USC § 101 

4. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

5. Claims 1-1 1 rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. These claims recite material that, when given 
its broadest reasonable interpretation, embody programs and data structures, per se. 
Programs and data structures are non-statutory subject matter when not properly 
embodied (see MPEP § 2106.1). Further, these claims recite references to non- 
functional descriptive material. Examples include electronic documents and evidence 
levels. As claimed, this data is neither properly embodied (see above) nor does it impart 
functionality when employed as a computer component, (see MPEP § 2106.1) 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 1-20 are rejected under 35 U.S.C. 102(b) as being anticipated by US 
Patent 5,307,262 to Ertel (Ertel). 

With respect to claim 1 

Ertel teaches: 

A computer implemented medical database comprising: 

a plurality of medical documents (i.e. cases), each of said 
plurality of documents having protocol information associated 
therewith (i.e. patient demographic, clinical, diagnostic, and 
procedure codes, see col 8, lines 45-52, col 9, lines 25-40) ; and 
an evidence level associated with each of said plurality of 
documents, said evidence level being a measurement of the validity 
of the protocol information for a document (i.e. information 
pertaining to data quality, see col 16, lines 20-27). 
With respect to claim 2 
Ertel teaches: 

A computer implemented medical database according to claim 1 (see 
rejection of claim 1 above), wherein the evidence level is based upon a 
plurality of factors, said factors including one or more of the following: 
controlled study data, cross-over trial data, and placebo study data, and 
common practice data. (i.e. disallowed value or error condition, non- 
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compliance with explicit requirements or published guidelines, see col 11, 

line 45-col 12, line 20) 
With respect to claim 3 
Ertel teaches: 

A computer implemented medical database according to claim 2 (see 
rejection of claim 2 above), wherein: each evidence level is determined by 
a consensus among peers (see col 12, lines 5-20, note that explicit 
requirements and published guidelines are determined by a consensus 
among peers. See also col col 10, lines 46-55, note that additional 
evidence level indicators will be determined by further review of certain 
cases By claims payees and peer review organizations). 

With respect to claim 4 

Ertel teaches: 

A computer implemented medical database according to claim 3 (see 
rejection of claim 3 above), wherein: each evidence level equals a 
percentage from 0% to 100% (see col 14, lines 5-54, note that reports are 
generated containing percentages and each case includes a data quality 
status). 

With respect to claim 5 

Ertel teaches: 

A computer implemented medical database according to claim 4 (see 
rejection of claim 4 above), further including links to said protocol 
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information associated with each of said plurality of documents (see col 8, 
lines 45-52, note that because the cases are stored with their protocol 
information in a data base all of which are retrieved together for review, it 
is implicit that this information is linked). 

With respect to claim 6 

Ertel teaches: 

A computer implemented medical database according to claim 5 (see 
rejection of claim 5 above), further including one or more concept unique 
identifiers associated with each of said plurality of documents (i.e. 
diagnoses and procedure codes, see col 8, lines 45-52, col 9, lines 25-40). 

With respect to claim 7 

Ertel teaches: 

A computer implemented medical database according to claim 6 (see 
rejection of claim 6 above), further including one or more evaluation and 
management codes associated with each of said plurality of documents 
(i.e. Control information, see col 8, lines 45-52, col 9, lines 25-40) 

With respect to claim 8 

Ertel teaches: 

A computer implemented medical database according to claim 7 (see 
rejection of claim 7 above), further including: 

a computer-implemented user interface configured to access 
the computer implemented medical database (i.e. system 
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utility/utility program, see col 9, line 41 -col 10, line 12, col 25, lines 
55-68, col 27, lines 18-22 ), and 

computer program coding for each of said plurality of 
documents, said computer program coding being configured to 
enable presentation of the document using the computer 
implemented user interface (see, col 27, lines 18-22, note that the 
interface allows the documents to be printed). 

With respect to claim 9 

Ertel teaches: 

A computer implemented medical database according to claim 8 (see 
rejection of claim 8 above), further including: one or more templates, each 
of said one or more templates being configured for entry of the each of 
said plurality of medical documents, concept unique identifiers, and 
evaluation and management codes in the database (i.e. worksheets, see 
col 39, lines 45-60 and Tables 1A and B). 

With respect to claim 10 

Ertel teaches: 

A computer implemented medical database according to claim 9 (see 
rejection of claim 9 above), further including: a document type identifier 
associated with each of said plurality of medical documents (see, col 8, 
lines 62-68, note that to prevent duplicate entry of a patient admission, it is 
implicit that a document type identifier be associated). 
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With respect to claim 1 1 
Ertel teaches: 

A computer implemented medical database according to claim 10 (see 
rejection of claim 10 above), wherein the documents type identifier 
includes an indication of age for an intended reader of one or more of said 
plurality of documents (i.e Adm date, dis date, report date, see Table 1A). 

With respect to claim 12 

Ertel teaches: 

A method for creating a medical database, said method comprising steps 
of: 

assigning a topic (i.e. entering patient information, see col 8, 
lines 45-52); 

writing a document on the topic (i.e. compiling case report 
including diagnosis, etc, see col 8, lines 45-52); 

submitting the document to peers for review and assignment 
of an evidence level (i.e. peer review, see col 10, lines 46-55); and 
entering the document and the assigned evidence level for 
the document in a computer accessible database (see col 8, lines 
45-52 and col 12, lines 4-20, note the quality messages are stored). 
With respect to claim 13 
Ertel teaches: 
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The method according to claim 12 (see rejection of claim 12 above), said 
method further wherein the assigned evidence level is based upon a 
plurality of factors, said factors including one or more of the following: 
controlled study data, cross-over trial data, and placebo study data, and 
common practice data (i.e. disallowed value or error condition, non- 
compliance with explicit requirements or published guidelines, see col 11, 
line 45-col 12, line 20). 

With respect to claim 14 

Ertel teaches: 

The method according to claim 13 (see rejection of claim 13 above), 
wherein the assigned evidence level is determined by a consensus among 
peers (see col 12, lines 5-20, note that explicit requirements and published 
guidelines are determined by a consensus among peers. See also col col 
10, lines 46-55, note that additional evidence level indicators will be 
determined by further review of certain cases By claims payees and peer 
review organizations). 

With respect to claim 15 

Ertel teaches: 

The method according to claim 14 (see rejection of claim 14 above), said 
method further including steps of assigning a concept unique identifier 
with the document and entering the assigned concept unique identifier in 
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the database (i.e. diagnoses and procedure codes, see col 8, lines 45-52, 

col 9, lines 25-40). 
With respect to claim 16 
Ertel teaches: 

The method according to claim 15 (see rejection of claim 15 above), said 
method further including steps of assigning a evaluation and management 
code with the document and entering the assigned evaluation and 
management code in the database (i.e. Control information, see col 8, 
lines 45-52, col 9, lines 25-40). 

With respect to claim 17 

Ertel teaches: 

The method according to claim 16 (see rejection of claim 16 above), said 
method further including steps of assigning a critical data element with the 
document and entering the assigned critical data element in the database 
(i.e. DRG assignment information, see col 8, lines 53-61). 

With respect to claim 18 

Ertel teaches: 

The method according to claim 17 (see rejection of claim 17 above), said 
method further including steps encoding the document into a format 
compatible with a user interface (see, col 27, lines 18-22, note the 
document is printed). 
With respect to claim 19 
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Ertel teaches: 

A computer implemented medical database comprising a database means 
for storing a plurality of medical documents (i.e. database), associated 
protocol information (i.e. patient demographic, clinical, diagnostic, and 
procedure codes), and associated evidence levels (i.e. information 
pertaining to data quality), each of said plurality of documents having 
protocol information associated therewith, and each of said plurality of 
documents having an evidence level associated therewith (see col 8, lines 
45-52, col 9, lines 25-40 and col 16, lines 20-27, note that because the 
cases data is stored in a data base and all associated with a case) 

With respect to claim 20 

Ertel teaches: 

A computer implemented medical database according to claim 19 (see 
rejection of claim 19 above), further comprising a template for entering the 
plurality of medical documents, associated protocol information, and 
associated evidence levels into the database (i.e. worksheets, see col 39, 
lines 45-60 and Tables 1 A and B). 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. US Patent 5,715, 451 to Marklin teaching peer reviewed 
standards and US Patent 5,550,734 to Tater teaching a medical database system 
encompassing percentage scoring. 
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9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BRIAN FERTIG whose telephone number is (571)270- 
5131 . The examiner can normally be reached on Monday - Friday 8:30am to 5:00pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Trammell can be reached on (571) 272-6712. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

10. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/B.FV 

/Mary Cheung/ 

Primary Examiner, Art Unit 3694 



